Introduction
============

Both specialized emergency care and basic health-care services depend on the presence of a well-staffed and well-trained, health-care workforce. Yet, despite the high burden of disease in sub-Saharan Africa, many countries have a shortage of health workers that is projected to persist well into the future.[@R1] New strategies for developing a robust health-care workforce are needed to help achieve universal health coverage and health equity.

Studies have shown that front-line health workers, including community health workers, can improve access to -- and the equity of -- health services.[@R2]^,^[@R3] Community access to trained health workers and essential health-care products are core elements of patient-centred health-care systems in places without access to formal health care.[@R4] In sub-Saharan Africa, people often seek care from drug vendors (i.e. patent and proprietary medicine vendors) for common but potentially deadly illnesses, such as malaria and diarrhoea.[@R5] Although vendors are not always recognized as front-line health workers, they provide the first and the main point of care in many communities. In some settings, training drug vendors to provide high-quality basic services, such as the treatment of common childhood illnesses and malaria, may offer a cost-effective way of delivering community-based health programmes.[@R6]

Nigeria, which faces many health-care challenges, is a prime example of a country where drug vendors could supplement the health-care workforce and improve access to basic primary care currently beyond the reach of many people. Drug vendors, who are not required to have formal pharmacy training but who sell prepackaged, over-the-counter pharmaceutical products on a retail, for-profit basis,[@R7] are the main access points for many health-care products and services.[@R8] They are also consulted for advice and diagnosis, particularly by poor, rural and marginalized people with limited access to formal health services.[@R9]^--^[@R12] Previous study has shown that some of the vendors investigated (53/250) had some medical training.[@R13]

There is no reliable estimate of the number of drug vendors in Nigeria or of their locations and the services they offer -- basic information needed to understand how this sector could be better engaged. This is partly because vendors often fail to register with the Pharmacist Council of Nigeria, the official regulatory body for both pharmacies and patent and proprietary medicine vendors.[@R14] Rather, vendors prefer to register with their professional association, the National Association of Patent and Proprietary Medicine Dealers, which provides support such as monitoring the types of products sold, facilitating education and training and giving business and financial assistance.[@R15]^,^[@R16] However, this organization does not have a regulatory mandate.

Any national plan or policy to deliver quality-assured, health-care services and products through patent and proprietary medicine vendors' shops depends on knowledge of the characteristics, stocking practices and coverage of these shops. We conducted a census of shops in 16 states in Nigeria to: (i) document the size and coverage of the patent and proprietary medicine sector; (ii) describe the basic characteristics of the shops and their workers; and (iii) assess the range of products stocked, including those for common illnesses, such as malaria and diarrhoea, as well as for priority health-care needs, such as family planning. We also examined the relationship between the products stocked and the shop's registration with official bodies and the medical training of the person in charge.

Methods
=======

In 2013 and 2014, we conducted a census of all patent and proprietary medicine vendors' shops that could be identified in 16 of the 36 Nigerian states: Akwa-Ibom, Bauchi, Delta, Edo, Jigawa, Kano, Katsina, Kebbi, Kogi, Kwara, Lagos, Ogun, Oyo, Rivers, Sokoto and Zamfara. The census collected information on the basic characteristics of the shops, their owners and the health-care products stocked. Since cultural and sociodemographic factors influence care-seeking behaviour and shape the way communities interact with vendors,[@R10]^,^[@R17]^,^[@R18] we selected states across both northern and southern regions of the country. We excluded states in the north-east because of security concerns.

The main fieldwork was conducted in May 2013, with data verification and quality assurance continuing until March 2014. We hired 140 field staff and six supervisors. Field staff underwent three days of training on standard operating procedures, the survey protocol, data collection tools and the use of Global Positioning System (GPS) receivers for capturing geospatial data. Two field staff were assigned to each local government area -- the administrative level below the state level. First, approval for the study was obtained from the local branch of the National Association of Patent and Proprietary Medicine Dealers, which also provided a list of members' outlets in the area. Then, field staff visited all patent and proprietary medicine shops that could be located. They also included any other shops observed incidentally or identified by shop workers or community residents.

The geographical coordinates of each shop were recorded and a brief questionnaire was administered to the person in charge. If the person in charge was unavailable, field staff returned until he or she could be interviewed. The questionnaire asked about the shop's registration, the personal details of the person in charge (e.g. professional and educational qualifications) and current stocks of health-care products, particularly those for family planning, malaria, pneumonia and diarrhoea. The person in charge was regarded as having had medical training if he or she reported having a formal qualification as a medical doctor, nurse, midwife or pharmacist or having completed a training programme as a community health extension worker or a two- or three-year clinical training programme as a junior community health extension worker.[@R19] In each state, two supervisors supported and managed field staff and monitored data quality. Data were recorded and checked for quality using CSPro (United States Census Bureau, Suitland, United States of America), SPSS (SPSS Inc., Chicago, USA) and ArcGIS v. 10.1 (Esri, Redlands, USA).

Statistical and spatial analyses were conducted using Stata v. 13.1 (StatCorp. LP, College Station, USA) and QGIS v. 2.8 (QGIS Development Team), respectively. The main outcomes were: (i) current stocks of recommended drugs to treat malaria (i.e. any brand of artemisinin-based combination therapy) and diarrhoea (i.e. oral rehydration salts and zinc); (ii) current stocks of family planning products, including any brand of oral contraceptive pill, injectable contraceptives, emergency contraception and intrauterine contraceptive devices; and (iii) registration with the National Association of Patent and Proprietary Medicine Dealers or the Pharmacist Council of Nigeria. A shop was regarded as stocking a particular product if the respondent indicated that the product was available when read a checklist of types and brands of products. Any products in stock but not on the checklist were noted and reclassified on a case-by-case basis.

We also recorded the geographical location of the shop (i.e. the state and whether in an urban or rural location), the number of staff, the estimated number of customers per day and the medical training of the person in charge. We calculated the number of shops per 100 000 population in each local government area -- the smallest geographical unit for which population data were available -- using 2006 national census estimates adjusted for population growth to 2012.[@R20] In addition, for each local government area, we calculated the percentage of people in charge of the shops who had medical training. Both parameters were shown graphically on maps.

Bivariate and multivariate analyses were used to examine the relationship between current stocks and registration and the medical training of the person in charge and logistic regression analysis was used to calculate odds ratios for the influence of medical training on these outcomes. To account for possible sources of confounding, we controlled for the location of the shop (i.e. the state and urban or rural location), the number of staff employed and the reported number of customers per day. To estimate standard errors and enable statistical inference, we used a bootstrap method with 100 repetitions to draw repeated samples from the census data for all regression models. The study was approved by the National Health Research Ethics Committee of Nigeria, Federal Ministry of Health.

Results
=======

[Table 1](#T1){ref-type="table"} lists the characteristics of the 20 642 shops identified in the 16 states. The number in each state ranged from 728 in Sokoto to 3044 in Oyo. [Fig. 1](#F1){ref-type="fig"} shows the number of patent and proprietary medicine shops per 100 000 population in each local government area. On average, there were 24 shops per 100 000 population in all areas combined: the average was 19 per 100 000 in the northern states surveyed and 31 per 100 000 in the southern states. In addition, 42.7% (8399) of shops were located in rural areas.

###### Census of patent and proprietary medicine shops, 16 states in Nigeria, 2013--2014

  Characteristic                                                    No. (%) of shops, (*n* = 20 642)^a^
  ----------------------------------------------------------------- -------------------------------------
  Any artemisinin-based combination therapy                         16 966 (82.2)
  Oral rehydration salts^b^                                         17 662 (92.1)
  Zinc^b^                                                           3 671 (19.1)
  Any oral contraceptive                                            13 941 (67.5)
  Injectable contraceptive                                          4 469 (21.7)
  Emergency contraception                                           5 208 (25.2)
  Intrauterine contraceptive device^c^                              566 (2.9)
  **Registration^d^**                                               
  National Association of Patent and Proprietary Medicine Dealers   15 619 (81.4)
  Pharmacist Council of Nigeria                                     2 565 (13.4)
  **Medical training of person in charge**                          
  No medical training                                               13 491 (65.4)
  Some medical training                                             7 151 (34.6)
  Community health extension worker                                 2 656 (12.9)
  Nurse or midwife                                                  2 554 (12.4)
  Junior community health extension worker                          1 090 (5.3)
  Pharmacist                                                        492 (2.4)
  Doctor                                                            226 (1.1)
  Other health-care worker                                          133 (\< 1.0)
  **Other staff^e^**                                                
  0                                                                 5 104 (25.5)
  1                                                                 7 013 (35.0)
  2                                                                 5 775 (28.8)
  ≥ 3                                                               2 147 (10.7)
  **Customers per day (estimated)^f^**                              
  0--10                                                             4 190 (22.0)
  11--20                                                            5 589 (29.3)
  21--30                                                            4 756 (25.0)
  ≥ 31                                                              4 523 (23.7)
  **Location^g^**                                                   
  Urban                                                             11 258 (57.3)
  Rural                                                             8 399 (42.7)
  **State**                                                         
  Northern states combined                                          7 532 (36.5)
      Bauchi                                                        1 061 (5.1)
      Jigawa                                                        770 (3.7)
      Kano                                                          1 695 (8.2)
      Katsina                                                       1 522 (7.4)
      Kebbi                                                         934 (4.5)
      Sokoto                                                        728 (3.6)
      Zamfara                                                       822 (4.0)
  Southern states combined                                          13 110 (63.5)
      Akwa-Ibom                                                     1 714 (8.3)
      Delta                                                         1 394 (6.7)
      Edo                                                           1 305 (6.3)
      Kogi                                                          1 088 (5.3)
      Kwara                                                         1 002 (4.8)
      Lagos                                                         1 374 (6.7)
      Ogun                                                          1 271 (6.2)
      Oyo                                                           3 044 (14.7)
      Rivers                                                        918 (4.5)

^a^ Total number of shops with data available except where otherwise indicated.

^b^ Data were available for only 19 179 shops.

^c^ Data were available for only 19 160 shops.

^d^ Data were available for only 19 192 shops.

^e^ Data were available for only 20 039 shops.

^f^ Data were available for only 19 058 shops.

^g^ Data were available for only 19 657 shops.
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In 7151 shops (34.6%), the person in charge reported having had some form of medical training. [Fig. 2](#F2){ref-type="fig"} shows the percentage of people in charge with medical training by local government area. The average percentage was higher across local government areas in northern than in southern states: 52.6% versus 29.7%, respectively ([Fig. 2](#F2){ref-type="fig"}). In the south, Akwa-Ibom, Oyo and Delta states had the lowest average percentages with medical training across local government areas (17.4%, 23.8% and 24.9%, respectively), whereas, in Kogi and Rivers states, the figure was over 40% across local government areas.
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The health-care products the drug vendor had in stock varied by type. For common illnesses, 82.2% (16 966) of shops stocked an artemisinin-based combination therapy and 92.1% (17 662) stocked oral rehydration salts but only 19.1% (3 671) carried zinc. For family planning, 67.5% (13 941) stocked oral contraceptive pills, 21.7% (4 469) had injectable contraceptives and 25.2% (5 208) had emergency contraception but only 2.9% (566) stocked intrauterine contraceptive devices. Overall, 81.4% (15 619) of shops were registered with the National Association of Patent and Proprietary Medicine Dealers, whereas only 13.4% (2 565) were registered with the Pharmacist Council of Nigeria ([Table 1](#T1){ref-type="table"}).

The bivariate analysis found a significant association between medical training and stocks of seven products and registration status. In the multivariate analysis, the estimated effect size was smaller for most outcomes but all associations except two (i.e. oral contraceptive and emergency contraception stocks) remained significant. Consequently, after controlling for confounders, there were significant associations between the medical training of the person in charge and the likelihood that a shop would stock artemisinin-based combination therapy, oral rehydration salts, zinc, injectable contraceptives and intrauterine contraceptive devices. In addition, shops headed by a person with medical training were significantly more likely to be registered with the Pharmacist Council of Nigeria and significantly less likely to be registered with the National Association of Patent and Proprietary Medicine Dealers ([Table 2](#T2){ref-type="table"}).

###### Association of any medical training of person in charge of a patent and proprietary medicine shop with current stock and registration, 16 states in Nigeria, 2013--2014

  Outcome                                                           No. (%) of people in charge of shop with any medical training                   Likelihood of outcome associated with medical training, OR (95% CI)^a^                       
  ----------------------------------------------------------------- --------------------------------------------------------------- --------------- ------------------------------------------------------------------------ ------------------- -------------------
  **Product stocked**                                                                                                                                                                                                                            
  Any artemisinin-based combination therapy                         6 513 (38.4)                                                    10 453 (61.6)                                                                            2.97 (2.71--3.25)   1.57 (1.39--1.76)
  Oral rehydration salts                                            6 681 (37.8)                                                    10 981 (62.2)                                                                            1.47 (1.32--1.62)   1.16 (1.01--1.32)
  Zinc                                                              1 572 (42.8)                                                    2 099 (57.2)                                                                             1.34 (1.26--1.43)   1.12 (1.03--1.23)
  Any oral contraceptive                                            5 048 (36.2)                                                    8 893 (63.8)                                                                             1.24 (1.17--1.31)   0.95 (0.89--1.02)
  Injectable contraceptive                                          2 261 (50.6)                                                    2 208 (49.4)                                                                             2.36 (2.21--2.52)   1.37 (1.28--1.48)
  Emergency contraception                                           1 701 (32.7)                                                    3 507 (67.)                                                                              0.89 (0.84--0.95)   1.06 (0.99--1.14)
  Intrauterine contraceptive device                                 304 (53.7)                                                      262 (46.3)                                                                               2.00 (1.64--2.44)   2.07 (1.71--2.50)
  **Registration**                                                                                                                                                                                                                               
  National Association of Patent and Proprietary Medicine Dealers   5 506 (35.3)                                                    10 113 (64.7)                                                                            0.65 (0.61--0.70)   0.87 (0.79--0.95)
  Pharmacist Council of Nigeria                                     1 137 (44.3)                                                    1 428 (55.7)                                                                             1.41 (1.32--1.52)   1.50 (1.34--1.67)

CI: confidence interval; OR: odds ratio.

^a^ ORs were estimated using logistic regression. Standard errors for generating confidence intervals were estimated using bootstrap methods with 100 repetitions. Reference category is person without medical training in charge of the patent and proprietary medicine shop.

^b^ The multivariate analysis controlled for the state in which the shop was located, the estimated number of customers per day, urban or rural location and the number of staff members.

There were no consistent relationships between health qualifications and urban or rural location, the number of staff employed and the estimated number of customers per day.

Discussion
==========

Our census of patent and proprietary medicine vendors' shops revealed two important features of the sector in Nigeria that could be used by policy-makers to expand access to primary care services. First, shops were plentiful in many parts of the country, particularly in southern states. Moreover, in southern states, there were more shops than public or private health-care facilities, including health posts, dispensaries, clinics and hospitals:[@R21] 31 versus 24 per 100 000 population, respectively. In northern states, the density of shops was comparable to the density of health-care facilities.[@R21] Thus, these shops may be more accessible than health-care facilities in many places.

Second, many drug vendors have undergone formal medical training. We found that the proportion of vendors with medical training was higher in northern states, where health outcomes and service utilization lags behind the rest of the country.[@R8] These vendors may be able to deliver high-quality health services and thereby complement the existing health-care infrastructure. In fact, vendors with medical training were more likely to stock recommended drugs for common illnesses and longer-acting family planning products such as injectable contraceptives and intrauterine devices, whose use requires assistance from a skilled provider. Although drug vendors are currently prohibited from performing these invasive procedures,[@R7] qualified health professionals, including community health extension workers, nurses, midwives and doctors, may do so.[@R22] Drug vendors with health professional qualifications must abide by the guidelines for patent and proprietary medicine vendors when conducting business in their shops but may operate within the scope of their professional training outside their shops.

The suggestion that drug vendors could deliver basic health services to underserved populations must, however, be tempered by concerns about quality assurance. Several studies have shown that vendors have poor knowledge of health, health care and drugs, often dispense drugs improperly and may provide services beyond their legal scope of practice.[@R23] Moreover, one study found that there may be no difference in knowledge or stocking practices between vendors with and without medical training,[@R13] which suggests that training may not ensure high-quality care.

More effective engagement of drug vendors in community-based health services depends on recognizing their role and including them in national health strategies. In 2014, the Government of Nigeria issued a task-shifting and task-sharing policy for essential health-care services in Nigeria,[@R22] which addressed shortages in the availability of health workers needed to deliver essential health services. The policy called for an increase in the capacity of people in the community, including drug vendors, to provide treatment, counselling and referral for some reproductive and maternal and child health services, including malaria treatment. Although the services that can be provided by vendors are limited at present, there is an aspiration to delegate more basic health services to lower level cadres (B Orji and M Oyinbo, personal communication, 8 September 2015). The implementation of effective training and accreditation programmes for drug vendors will have to reconcile the duties of front-line health workers specified in the task-shifting and task-sharing policy with national treatment guidelines. The implementation will also have to clarify the legal scope of practice regarding service delivery in nonclinical settings for drug vendors who may also be health professionals. In addition, establishing a holistic approach to monitoring and regulation should be considered. The approach should engage drug vendors who are able and willing to provide a greater range of basic health services at the required quality standard. Such services could include simple diagnostic testing, such as rapid diagnostic tests for malaria, giving injections and dispensing antibiotics to treat pneumonia in accordance with integrated community case management of childhood illness.[@R24]

Pilot studies have shown that drug vendors in sub-Saharan Africa were capable of delivering additional services, such as rapid diagnostic tests for malaria.[@R25]^--^[@R27] In Nigeria, delivery of such tests has increased the precision and quality of malaria case management.[@R6]^,^[@R28]^--^[@R30] These findings support a limited expansion of drug vendors' activities. In addition, evidence from elsewhere in sub-Saharan Africa demonstrates how drug vendors can be successfully recruited for primary care. In Uganda, an intervention that involved training private drug vendors to provide integrated community case management resulted in the appropriate treatment of malaria, pneumonia and diarrhoea in most cases.[@R6]^,^[@R26]^,^[@R31] The accredited drug dispensing outlets programme in the United Republic of Tanzania demonstrated that formally integrating drug vendors into the health system increased access to affordable, high-quality medicines and services in rural areas.[@R32] In Rwanda, the provision of basic diagnostic and treatment services by a large cadre of community health workers helped reduce public sector costs and improved infectious disease control.[@R33] In these countries, it was found that, to be successful, efforts to engage drug vendors must take into account incentives, the establishment of a regulatory structure for training, accreditation and monitoring and the level of demand for services in the community.[@R6]^,^[@R31]^--^[@R33]

If drug vendors are to be effectively engaged in helping achieve public health goals, it is essential to consider establishing complementary and supportive structures. These structures will ensure a minimum level of quality, provide appropriate medical training, oversight and accountability, and strengthen links to higher-level health services. For example, the self-regulatory and peer-mentoring activities currently carried out by the National Association of Patent and Proprietary Medicine Dealers are broadly accepted by drug vendors.[@R16] These activities could be recognized more formally and strengthened to improve the enforcement of quality standards. In our census, most shops were registered with the National Association of Patent and Proprietary Medicine Dealers, rather than the Pharmacist Council of Nigeria. Vendors with medical training were twice as likely to be registered with the Pharmacist Council than those without medical training, which suggests that vendors with qualifications may be more likely to follow regulatory and quality assurance guidelines.

Formalizing links between qualified drug vendors and other health professionals, including pharmacists and facility-based professionals, could improve access to prescription-only medicines and higher-level care in a complementary fashion. Such links could also increase adherence to best practice, as described in treatment guidelines, and facilitate referrals. Direct competition between accredited drug vendors and community pharmacists would probably be limited because pharmacies are concentrated in urban areas and offer a full range of over-the-counter and prescription medications. Nonetheless, cooperation between the National Association of Patent and Proprietary Medicine Dealers and the Pharmacist Council of Nigeria is required to develop mechanisms that both raise drug vendors' standards and facilitate regulatory compliance (e.g. by increasing drug vendors' registration with the Pharmacist Council of Nigeria). If drug vendors are to perform more advanced tasks, professional organizations of community health extension workers, doctors, nurses and midwives will need to be consulted to define parameters under which drug vendors of different trainings levels and/or professional competencies can operate.

Our study has several limitations. The states in which the census was conducted were purposively selected and are thus not representative of Nigeria as a whole. The characteristics of drug vendors in other states may be different and may exhibit variations not captured here. Yet, we sought to locate every patent and proprietary medicine shop in the 16 states. The wide geographical spread of the shops meant that we could conduct only a brief survey at each shop and, moreover, all survey responses were self-reported. Reporting bias is, therefore, a possibility. Only the GPS location of each shop could be independently verified.

The integration of patent and proprietary medicine vendors into the formal health-care system could increase access to high-quality, primary health-care services throughout Nigeria. The sector has a large capacity and recent health policy changes are supportive. Policy-makers should consider encouraging drug vendors with medical training to participate in health interventions because they may be able to offer high-quality services, particularly with appropriate training and monitoring. A formal system for registering drug vendors with a regulatory body would help support continuing medical education.
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